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Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces

!

F
) e fuspuod 0f hls Sludy Is fo evaluate fhe virucidal efficacy of a test subslange for réplstration of a produst as a
vinivide, The lest pracedure Istu simulale (he way in which the product is intended to be Used. This mefhdd s in
compliance with the requiréments of and may be submifted lo, one or miore of the following agencies as indisated by
{he Sponsor: U.S. Environmental Proteclion Agéngy (EPA), Health Canada and Austrafian Thera  lic Goods
Adminfsliation {TGA).

Tl : IGE CHARACTERIZATION ,
Al uuly w = CFR, Part 160, Subparl F [160.105] test subislance charagtarization as (o ldentlly, strenglh, purity;
solubillity and compasition, as applicable, shall be dosumenied héfore ils use in ihis study, The stability of ihe test
substance shall ba delerminad prior lo of concurrenlly with this study. Perlinent information, which may affect lhe.
outcome of this study, shall be communicated In writing o the Study Direclor upon sample submission lo-Accuratys
Lab Services. Accuratus Lab Services will append Sponser-provided Cetfificatés of Analysis (C of A) (v this study
report, if requested and supplied. Characterizatlon and stability studigs not performed fallowing GLP regulations
will be noted In the Good Laboratory Praclice cornpliance statement,

_SCHEDULING AND DISGLAIMER OF IWARRANTY

Expetimental slarl dates are generally soheduled on a first-come/first-serve basls once Accuratus Lab Services recelves
‘the Sponsar abprovadfcoiviplaled protocdl, 'sfgned fee schedule and corresponding fast substance(s). Based on all
required materials belhg received at this ime, thé proposed experimental slant dal Saptember 24, 2018, Verbal
‘regilts may-be glven upon completion of the stutly wilh 8 willten tepofi (& foflow on we popoded completion date of
Oclober 22, 2018; To'expedite Schedullng, please be sure.all required papenvatk and test substance docurmeniation
Is compleleldccuiate Upon arival al Agctralus Leb Services,

‘If:a-1esi must be repealted, or a porfion of it, because of fallure by Acouratus Lab Seivices lo adhere to specifled
procedyras, it will be repealed free df charge. 1f a test must be repealed, or a porlioi of i, due to faflure of internal
«conlrals, It will be repeated frée of charge, “Methods Developmont” fees shall be assessed, however, if the test
subslance and/ar tast system require inadificalions: due 1o complaxity and difficulty of testing.

if the Sponaor requests a repeat test, thoy will be charged for an additionat test.

Nelther the name of Accuratus Lab Services nor any of Jts employees are to he used In advertising or other promotion
withoul wrilten consent from Accuralus Lab Services,

‘The Sponsor |s resporisible for any refectlan of the final report by the regulalory agency-ofts subilesion concerning
reporl format, pagination, elc, To prevent rejection, Spdnsor shiould gargfully review the Accuralus Lab Services
final reporl and hollfy Accuralus Lab Services of any percelvad defidlencles Iy thése areas before subrhigsion of thg
report lo-he regulatoly agency, Acouralus Labr Services will make reasanable changes deamed nacessary by the
Sponsor; witholt altering the technical dala. i

JUSTIFICATION FOR SELECTION OF THE TEST SYSTEM

Regutalory agencles requiré that a apecific virucldal cfaim for a disinfeclant Inlended foruse on hard éuifacés be'
supported by approprlale sclenillic data deimonstrating the-efficaty of lhe test substance against iha clajmed virus,
Each agency. will accept.adequale data gensraled by aiiy appropriate techniqug in supporl of a viruclda) efflcacy
clalm. This'ls accomplished by treating the larget virus with the disinfectant (lest substance) under conditions,
which simulate as closely as possible, [n the laboratory, the actual condilions under which the. dlsinfectant Is
designed to be used. Fordisinfectant pragucts intended for use on hard surfaces (dry, Inanimate environmental
surfages), a carrer method Is used In the geneatlon of the supporting virofogical data, The MDCK cell line, which
suppoits the growlh of the 2009-H1N1 Influenza A virus (Novel H1N1), will be used in this sludy. The experimental
design in this pratocol meels (hése requirerents.
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TEST PRINGIPLE

A flitn of virus, driad on a glass surface, is exposed to the test substance for a speclified exposure time. At the end
of the exposure time, the virucldal and cytotoxic activiles are removed from the virus-test substance mixture, and
the mixture Is assayed for viral infeotivity by an accepted assay method. Appropriate virus, test substance
cylotoxiolly, and neutralization controls are run concurrently,

TIDYL TGN
vued Virue mins will be prepared In paraliel and used as follows;

The appropriate number of films for each batch of test substance assayed per exposure time requested.
The appropriate nul s of films for virus control titration (fiter of virus afler drying) per exposure time requested.

The lnocuialed ocarrters are exposed to lhe test subsiance for the Sponsor specified exposure fime. At the end of
the specifled diposure fime, resuspended Virus-lest subistance-mixtures will be detoxifled and made non-virugidal
by immediately addirig the contents toa Sephadea el filtratlon ‘calumn followed by 10-fold serial dijulions Intest
medium Each-diiution s inoculated Into Indlcatar cell cultutes. The resuspended firis control im@nd each batch
oftest= stance alone wiil be Ireated in exactly the same manner. For analysis of infeclivi(y. cillures wil be held
for the-appropriate incubation period at the end of whigh img culiures will be scored for the presence of ihe tes!
virus, Cullures will be monitored at that time for cell viabiity. Uninfected Indicator cell cultures will be carrad in
paraligl and shmifarly monitored. For analysis of oytoloxicily, e viabllily of cullures inoculaied with dllutions of gach
lest and cyfoloxlclly ooniral wili be determined, tn addition to 'the abova titrations for infectivity and oylolox!clly. the
restdual Viruclda! adlivily of the test substatice after fiautralization will be determined by adding a low titer of stock
virus o each dilution of the test substance (cytotoxlcity ‘contfol difutions), The resulting mixtures of dilutions are
assayed for infectivity in order to determine the dilutlon(s) of test substance at which virucidal activity, If any, Is

retained.

VIRUS
The AMexico/4108/2008, CDC #2009712182 strain of 2008-H1N1 Influenza A virus (Novel HiN1) to ba used for

thia study was oblalned from the Cenler for Disease Conlrol and Prevention, Allanta, GA (CDG). Stock virus s
praparad by collecting the supsraatan! cullure fluld from 75-1D0%. infected cullure cells, The celis are disrupted
.Bhd-cel] debris removed by centflfugauon The supernatafit is’ removad Hliguoted, and the high llter slock virus
‘may ba sfared at<-70°C untit the 4y of use, Allemale methods of virat propagalish may be ullized based on the
growih requirements of ihe virus,  ie propagation method will be specified in the raw data and in the report. On
the day of use the approprate nuuwér of aliguols are ramoved, thawed, combined {if applicable) and maintalned
ala rafrigerated temperalure unlll used in the assay. Nota: Ifthe Sponsar fequests an organic sall load challonge,
{fatal bovine serum (FBS) or the requested organio soll will be incorporaled Into the stock virus aliquot, The stock
virus aliquat will be adjusléd to yleld ihe percent organic soll load requested.

INDICATOR CELL CULTURES

‘CefMurgs of MDCK {saning kidney) cells were originally oblained from the American Type Culluré Colleciion, Manassas,

VA (ATGG CCL-34). ‘The célls @fa propagated by Accuralus Lab Services personnel, The cells are. seeded Inle
muttiwell cell culture plates and malntalned at 36-38°C i a Uimldified altibsphiers of 6-7% COz. The confluency of the
oells will be eppropriate for the test virus, MDCK cells ohlained from an allernatg, repulable saurce-may he used, “The
source of the calls will be specified in the final report.

All cell cullure documentatlon is retalned far the cell cultures used In this assay with respect to source, passage numbaer,
growih characleristics, seeding densities and the general cendition of the cells.
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TEST MEDIUM

The test medium used for this assay Is Minimum Essentlal Medlum (MEM) supplemented with 0-10% {v/v) heat
Inactivaled fefal bovine serum. The medlum may also ba supplemented with ohe o more of the following: 10 ugfml
gentamicin, 100 unitsimL penicliiin, 2.5 pg/mL amphotericin B, 1.0-2.0 mM L-glutamine, and 0.5~ 5 pgimL trypsin. The
composition of the tast medium may be aliered based on the virus andfor ells. The composltion of the medium will be
specified In the raw data and [n the report.

PREPARATION OF TEST SUBSTANCE
“The diiution of test substance(s) will ba ised as recommended by the Sponsor. The product will be pre-equilibrated
to the destred test temperature if applicable.

PREPFARATION OF VIRUS FILME

Fllms of virus will be prepared by spreading 200 pl of virus Inoculum unlformly over the bottom of the appropriate
number of 100 X 15 mm sterfle glass petri dlshos (withaut touching the sides of the petr] dish), The virus will be alr-
dried at 10°C-30°C until visibly dry (>20 minutes), A calibrated timer will be used for fiming the drying. The drylng
conditions (lemperature and humldity) will be appropriate for the test virus for the purpose of obtaining maximum
survival follewing drying. The actual diying conditions, drying #me and caflbrated timer used wili be clearly
documented.

One dried virus flim per batch of test substance wili be assayed unless othenwise requested.

TEST METHOCD

Praparation of Sephadex Gel Fillration Golumna

To reduge Lhe eylotoxic’ level of thg'virus-tes] substance mixture prior fo assay of virus, andfor to reduce the virucldal
levs! of the {est substancé, Mnis Is sepératad (rom (ki test substance by flitration through Sephadex gel. The lype of
Sephadex used will be specilted In the final report. On the day of {esting, Sephadex columns are prepared by
centrifluging the prepared Sephadex gel in sterile syringes for three minutes to clear the vold volume. The columns are

now ready {o be used in the assay.

Input Virus Control
On the'day. of testing, the stock virus utilized in the assay will be titered by 10-foid serial diluflon and assayed for

Jifactivily to determine the starting titer of the virus. The results of this control are for Informational purpases anly,

Treatment of Virus Flims with the Test Substance

For each batch of test substance assayed, the appropriate number of drled virus films are individually exposed to a 2.0
mL allguot of the use dilulton of the fest sulstance {fiquid products}, or fo the amount of spray released under use
condflons (spray produols) and héld covered farihé speciiied exposure time(s) and tempetature. A callbrated timer
will be used for timing lhe exposure, The aclual temperafure will be recorded. Just prior to the end of the exposure
time, the plates are individually scrapad with a.cell seraper to resuspend the contenls and et the end of the exposure
fime the Virus-test substance mixtures are Immamateiy passed through Individual Sephadex columns utilizing the
syringe plunger In.order to. delokify thé mixure, The fitrale. (10 dilution) Is then titered by setial dilution and assayed
for Infeclivily and/ar eytoloxiclly, Ta further aid in he remaving of the cylofaxic effects of the test substance ta the
indicator céll cultires, individual dilutions may be passed through additionel tndividual Sephadsx columns,

Treatment of Dried Virus Gontral Film

The appropriate humber of virus films-are prepared as described previously for oach exposure time assayed. The virus
control films are run in paraflel to the test viryg but a 2.0 ml. allguot of test medjum Is added in lieu of the test substance,
The vlrus control films are held covered and exposed td the test medium for the same expasure time and at the same
exposure temperature as the fest films are exposed 16 thetést subslarics. A callbrated Imer will be used for fiming the
exposure and the aclual temperature will ba recarded, -Just piior lo thé end of ihe exposure time, the virus films are
individually gcrapad as previotisly deseribed and at the end of lhe exposure #ime the mixlures are Immedialely passed
through Individual Sephadex columns utilizing thie syflnge plunget. The filtrale (10 diiution) is then lered by serlal
dilutfon-and assayed for Infeciivily. If addillonal Sephadex colimps were used to furllierieduce he cylotoxic offests I
the test substance assay, the same dilutions of the vitus control will be. passed throtigh addilional Individual Sephegex

columns.

Prégrlerins Bifvit -
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- Gytataxicity Gontral

A2,0ml quuoI of eagh bateh oftest substance {iquid praducts) or the amount of the test substance recovered
wheri sprayed onld &' sterile- pétr) dish' (spray products), fs fitered through a Sephadex columin utillzing the syringe
plungar and ' the filrale {s ditited Zerlilly tn medium -and Inoculated into cell cultures for assay of cytotoxicity
goncustently witlh the virus contra! and fest: ‘substance-treatéd virus samples. Fior spray products, the cytotoxlolty
conirol Will be held covered for Ihe longest requasted exposura Hiie al thé requested exposure témpefature. A
calibraled mer wiit be used for timing the exposure, i addltional Sephadex columns were used to fufiher reduce the
cytdtoxle effests in (he 'test substarce assay, the same ilutions: of the cylotoxlcily control will be passed through

addifional individual Sephadex columns.

Assay of Non-Virucidal Level of Test Substance (Neutralizatlon Control}

Each diution of the neutralized tast’substanéé {cylotoxiclty control dilulions) will he challenged with an afiquot of low
fiter stack virus to determine the dilution(s) of test substance at which Virucidal activity, If any, is retained. Dilutions that
show virucidal activity will not be consldered in determining reduction of tha virus by the test substance,

Using ihe cylotoxiclty control dilutions prapared aboye, an addlliohal get of indicstor cell cullures will be Inoculated
with 'a 100 pL aliquot of each dilution In quadrupltcate A 100 L. allquol of low Hler slock Vlius wil be inoculaled
Into each cell cultura'well and the ind|cator cell cullures will be inoubated along with the test and Virus control plates,

Infeciivily Assays
The MDCK cell line, which exhibits cylopathic effsct (CPE,  -the pregence of 2009- -HIN1 Influenza A virus

{Novel H1N1}, will be used a8 lhe Indicator cell line in the infecavly assays. Gells inmulliwall-culitire dishes will be
inocuiated in quadrupficate wilh 100 pL of ihe dilufions prapared from lesl :and ‘control groups. The Input ivirus
control will be Inocutaled In duplicate. Uninfacted irdicator-cal) cultures (dell contrals) will be Inocutated wilh test
medium aldne. The cullures are Incubated at 36-38°C In a humidified atmosphere of 6-7% GOz In slerlle disposable
cell Gulture labware for approximately seven days. Petlodically throughout the incubalion time the cUllures Will ba
microscopleally obseried for the absenge or presence of CPE, cylotoxicity and for viability. The observations wiil
be retorded on the raw data workshesils; only the results from the final observations will be reported.

DATA ANALYSIS

Calculation of Titers )
Viral and cytotoxicity titers will be expressed as -logie of the 50 percent tifration endpolnt for Infectivity (TC1Dso) or

cytofoxiclly (TCDso), respectively, as calculated by the method of Spearman Karber,

o . )
- Log of Ist difutioninoculited — [[[Sum of /bmona]l:}tgat each dﬂutloﬂ)_ 0.5]x {logarithm of dilutlon)]

Calculatlan of Loy Redugtion
Drled Virus Contro! Lidgis TCID — Test Substance Logt TCIDs = Log Reduction

If mutlliple dried virus contro! replicates are performed, the average titer of the replleates will be calculated and the
average fiter wili be used to calculate tha log reduction in viral titer of the Individual test replicates,
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T ized viruclda, ....ng seotion of . ... mtus Lab Services Malntaing Standard Opefating Procedyres

{SORs) telallve fo virugidal efficacy testing studies, Virucldal efiicacy tesling 16 performed in sliicl adheréce 1o
these SOPs which iave bgen bensiriictad to cover all @spadls of the work including, but not imited lo, receigt, lag-
In, and tracking of biologleal reagents Inchiding virus-and géll stocks fof purposes of denflfication, receipl and use
of gheical reagents including call culluré medium compinents, etc, These procedures are deslgned to document
each slep of virucldal efficacy lesting sludles. Approptlate referenc  fo medium, batch number, sic, are
documented In thié raw. dala coltected dufing the course of each study.

Addltishally, each virucldal efficacy test s assigned a unigque Profect Number wheri the Sludy Director inflialas the
protoco! for thé sludy. This nismbets used for idantiication of the test culiure plates,atc. duting the course of the
test. Tesl cullure platés are also. labelad With referénce to the lest virus, experimental starl date, and test product.
These measures are deslgned lo-document the Idenlily of the 1esl system, :

" HODFGR ~~*{TROL OF BIAS: NIA
STUDY AGCEPTANCE CRITERIA

Orily {he applicebia atteptance eriterla and referencas for the regulatory agency reviewing the data will be Included
in the final report.

U.S. EPA, Health Ganada, and Australlan TGA Submission

A 'valid tsl requirgs 1) thal at feasl 4 logue of Infectivilty be recovered from the drisd vitus conlral im; 2) that wiigh
cytotoxiclly s evident, al:léast a 3-log reduciion in titer Is demonstraled beyond the cyloloxic level; 3)that Whé ell
controls be negative for infeciivily. If.any of e previous reéguiremeints bire nol mal, the'tesl may be repeated under
the tlitent profocal number. Note: An efflcaclous product must deménélrale aompletd inaotivation of the virgs at
all dilutions.

If the test substance fails {o meet the test acceplance criterla and the drled virus controf fails to meet the control
acceptance criterla, the study |s vonsidered valld and no repeat testing Is necessary, uniess reguested by the

Sponsor.

If any porilon of the protocol is executed Incotrectly warranting repeat testing, the test may be repeated under the
currant protocel number.

FINAL REPORT

The reporlwill Include, but not be Iimited to, {dentification of the sample and date recelved, datea on which the test
was Initiated and completed, identification of the virus.strain used and composition of the inogulum, description of
wells, medium and reagents; desciiption.of the methods employed, tabulaled results, calculaled titers for Infactivily
and eyloloxlcily,-and a conelusitn as It relatés to.Ihé purpose of (he fest. A dralt reporl may he requasted by lhe
Sponsor, Thefinal raporl will be prepared once ltie Sponsor has reviewed the drafl report end notllied lhe Study
Director to complete the study.

PROTC ~~ _CHANGES

If it betuines necessary to meke changes In the approved protocal, the ravislon and reasons for change will be
documentéd, reporied to the Sponsor and will become a part of the pefrmanent fila for that study. Sitllarly, the Sponsor
will be notiied a5 sbon as possible whenaver an event occurs that may. have an effect on the validity of the study.

TEST SUBSTANCE "NTIQN

Test substance ralen,.... shall be the responsibliity of the Sponsor, Unused test substance will be discarded
following study completion unless otherwise raquested.
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RECORD

{TIoN

Study Specific Documents

All of the original raw data devéioped -éxclusively far \his study shall be archived at Accuratus Lab Services for a
minlmum of five years for GLP studies or-a minimuri of six months for all other studies following ihe study completion

3. Afterthis tie, ihi Spongor (or the Spnnsor Representative, If applicable) will be contacted fo determine the
winal disposltion, These original data InGhide, but are hot limited to, the follawing:

1.

&

B.
8.
7.

All handwritten raw data for control and test substances including, but not limited o, notebooks, data

forms and calgulations,

Any protocol amendments/deviation nofifigations.

All measured data used In formulating the final report.

Memoranda, speciflcations, and other study specific correspondence relating to Interpretation and
evaluation of data, other than those doeuments contained in the final study report.

Orlginal signed F=<ocol.

Certilled copy & 2 final study report.

Study-spectfic SUF deviations made during the study.

Facility Speciflc Documents

The following records shall also be archived at Accuratus Lab Services. These documents include, but are not
limited to, the followdng:

1.
2.

oo

8.

SOPs which pertaln o the sludy conducted.

Non study-specific SOF deviations made during the course of this study, which may affect the results
obtalned during this study.

Methods which were used or referenced tn the study canducted,

QA reports for each QA Inspection with comivients.

Facllity Records: Temperafure Logs {ambient, incubator, etc)), Instrument Logs, Callbration and

Keintenance Records,
Current cutriculum vitas, tralning records, and Job descriplions for all personnel involved In the study.

BROPOSED STATISTICAL METHODS: N/A
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N INLARNIEAS AL ST

STUDY INFORMATION

= Rep el gdfot T “geothowd  ad)
. ber
_ ;{?_-_St—;u-nm vitua v jm ~ iforr _ on.
Product Description
A Quaternary ammonta O Peracefic acld Q Sodium hypochlotite
Q lodophor 0O Peroxide O Other _
Approximate Test Substahce Active Goncenfration {upon submission ta Accuratus Lab Services):
0.0492% - Ao
(This velus /s usad for neviralizetion planning oi... ..!s Ve notini roprasent charadlejizelion valties,)
Storage Condifions Hazards
¥ Room Temperature a Narie kKnown: Use Standard Precautlons
0O 28°C ] Materlal Safety Data Sheel, Attached for sach product
0O Other = m} As Follows::

Product Preparation

U No dilutlon requilred; Usé as recaived (RTU)
@ *Dlutionfs) o be tested: Y 1. 36 =
3 [ . defined as 3Fmk + <0823l
(example; 1 ozfgallon) (amount of test substanee)  (amount of diluent)

0 Delonized Water (Fitter or Autoclave Sterllizad)
O Tap Water (Filter or Autoclave Sterllized) - Al tap water is softened; the water hardriess for the batch of tap

water used will be determined and reported,
& AQAC Synthetlc Hard Water: __ 400 . PPM

O Othar
*Note: An equlvalént dilution imay ke made tunless otherwise requesfed by the Sponsor.

Test Virus: ___ 2009-H1N_fnfluenza A virus {Noval HIN1)
Exposure Time: 5 mlnufes

Exposure Temperature: 2 Roomn tempetature (fo be based on regulatory agency of submission)
Q Other:; __°C {please spacify range)

Directions for application of asrosolispray products:
g Spray Instructlons are not applicable,

Trigger spray application;
O Spray carrlers using 3 sprays, or until thoroughiy wet, at a distance of 8 to 8 Inchea.

O Spray carriers using sprays at a distance of to Inches/om. (clrcle one)

Aerosol spray appifcation:

O Spray cariers for seconhds, or unflf thoroughly wet, at a distance of _to inches/ern,

Organlc Soll Load
03 1% fatal bovine serum (minlmum level that can be tesled)

1 5% fotal bovine serum
2 Other, i
Number of Garriers fo he Tested

B4 One (typical for U.S. EPA submissioh)
02 Five {required for broad-spectrum virucidal clalms for Health Canada submleslon)

A6 13h ) AT %N oK,
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fh5 (LI M P L S
SPRAY BO1 TING{s “mont plia gpray prodcts)
To onstire &, 30UGL s woVOrad, it 18 FB6ur . njod thet the Sponsor provida the spray bolfles

tsed In tosting, Flease Indioats the desired source of the gprayer botlles usad in testing:

[0 Sprayer(s) and bottle(s) are provided by the Sponsor

(0 General purpose spray botlie{s) are to be providad by Accuratus Lab Servilces

Q The spray nozzls(s) are provided by the Sponsor and general purpose bottla(s) will be pravided by Accurafus

Lab Sarvices

REGULA ING' ™" THAT MAY REVIEW DATA
B US . "

.. Health Canada

O Therapeutic Goods Adminletration (Australian TGA)

Q  Net applicable « For Intemalfother use only (Efflcacy result will be basad on U.S. EPA requirements)
~APLIANGE

vy 10 be performed under EPA Good Laboratery Practice regulations (40 GFR Part 160) and In accordance to
stantlard operating procedures.

W Yas
0 Nb (Non-GLP or Development Study}

PROTOCOL MODIFICATIONS

0O Approved without mod¥fication

B Approved with modification . .
wilf be gubmille Hor 16 flialization. - V& -.‘;'\

PROTOGOL ATT AGHMENTS
Supplemettal Informalion Fomi Attached - i Yes O No

TEST SUBSTANCE SHIPMENT STATUS

(This section Is for informétianal pumosss only.)

@ Test Substarics. l already prasent at Accuratua Lab Services.

[ Test Subslanae has been or will be ehippad to Accuralus Lab Services,

Date of expactad recelpt-at Acturatus Lab Services:
0O Test Substance to be hand-delivared (must errive by hoon af least one day prier to'testing or olher

arrangements mada with the Study director).
TESTING FACILITY MANAGEMENT VERIFICATION OF 40'CER PART 160 SUBPART B (160.31(D})
Idantity, strength, purity, and unlformity, as applicabls, of the test |ots has been or will be completed prior to efficacy
teeting: Bl Yes O No* [ Not required, Non-GLP testing requested
If yes, testing was or will ba performed following 40 CFR Part 180 GLP reguletions: B Yes O No*

Optior=! Informallon to complets as apalicabls;
if provided, the

& A" lleale of Analysis (C of A) may be provided for each lot of test substance.
€ of A will be eppended to the report.
& Testing has bean or will be conductad under protocol or study #:

REK01080118.CHR.1

Stability testing of the formulalion has bean or will be complsted prior fo or concurrent with efflcacy testing:
M Yes O No* O Not required, Non-GLP testing tequested

If yas, tasting was or will be parformed following 40 CFR Part 160 GLP regulations: [ Yes [ No*

. Ar— )
Q Testing has been or. wrll be conducled undar protocol or study #;

*f tosting informatfon Is not provided or Is not performed folfowing GLP regulations, this will be Indicated in the GLP
compliance stafementof the final rapoet.
Tempiata; 1160-1 Rev, 013 — Froprelacy i
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FPROPRIETARY INFORMATION

THIS DOCUMENT IS THE PRO}  TY OF AND CONTAINS PROPRIETARY INFORMATION OF ACCURATUS
LAB SERVICES, NEITHER THIS DQCUMENT, NOR INFORMATION CONTAINAD HEREIN I5 TO BE
REPBNDUCED OR DISCLOSED TO OTHERS, IN WHOLE m™ IN PART, NOR USED FOR ANY PURPOSE
OT ! THAN THE PERFORNMANCE OF THIS WORK ON L. _'ALF OF THE SPONSOR, WITHOUT PRIOR
WRITTEN PERMISSION OF ACCURATUS LAB SERVICES,

ABPRO" ™ £~ JATUr -
SPONSOR:

NAME: ., elly Whitehead TITLE: Research Assoclite ‘

SIGNATURE; M \AXMM‘A . o255 OR_

PHONE;___{201) 476 - 7733 _ EMAIL:_kallywh ™~ 2dd@h.com

For confidentlality purpcses, study infarmetion wilt be released only to the sponsor/representative signing the
protacol (ahave] unless other indlviduals are specifically authorized I writing to recelve study information,

Other Individuals authorized to receive information regarding this study: 0O Seas Attached

Accuratus Lab Services:

NAME: MNaray 7S, Mg .

Siudy Director
SIGNATURE; “Nlan. Q. /f’ﬂd/&u pate,_ | U AL
' T Sludy Director
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